Remarks 

Upon entry of this amendment, claims 37-39, 42-49, and 52-57 will be pending in 
the instant application. 

Applicants thank the Examiner for indicating that SEQ ID NO: 15 and homologs of 
at least 95% identity or higher that have protease activity are allowable. 

Applicants have canceled claims 19, 40-41, and 50-51 without prejudice or 
disclaimer. Claim 37 has been amended to delete recitation to the subject matter of amino 
acid residues 428 to 437 of SEQ ID NO: 15. Claims 37 and 47 have been amended to 
delete recitation to the amino acid sequence of the ADAM polypeptide encoded by the 
cDNA contained in IFO Accession No. IFO 16173. Claim 47 has also been amended to 
recite that the first amino acid sequence has 95% or higher identity to the second amino 
acid sequence. Applicants reserve the right to pursue the canceled subject matter in later- 
filed continuing applications. 

Accordingly, no new matter has been added and entry of this amendment is 
respectfully requested. 

I. Written Description Rejections Under 35 U.S.C. § 112, First Paragraph 

(a) The Examiner has rejected claims 37-46 under 35 U.S.C. § 1 12, first 
paragraph for alleged lack of written of description. In particular, the Examiner alleges 
that "a genus of polypeptides comprising merely residues 428-437 of SEQ ID NO: 15 ... are 
not adequately described in the specification." See, page 4, fourth paragraph. 

Although Applicants do not acquiesce to the instant rejection, the subject matter 
directed to polypeptides comprising the amino acid residues 428 to 437 of SEQ ID NO: 15 
has been canceled without prejudice or disclaimer, thereby rendering the rejection of these 
claims moot. Applicants retain the right to pursue the canceled subject matter in one or 
more continuing applications. Accordingly, Applicants respectfully request that the 
Examiner reconsider and withdraw this rejection. 

(b) The Examiner has rejected claims 47-57 under 35 U.S.C. § 1 12, first 
paragraph for alleged lack of written description. In particular, the Examiner alleges that 
this the instant application lacks disclosure for the term 90% or more identical to SEQ ID 
NO: 15 and that the specification fails to adequately describe "variants having at least 90% 
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identity to SEQ ID NO: 15. M See, pages 5-6. 

Although Applicants do not acquiesce to the instant rejection, claim 47 has been 
amended to recite 95% or higher identity, rather than 90%. Thus, the rejection of these 
claims is rendered moot. Applicants retain the right to pursue the canceled subject matter 
in one or more continuing applications. Accordingly, Applicants respectfully request that 
the Examiner reconsider and withdraw this rejection. Applicants note that claim 47 now 
corresponds to subject matter identified by the Examiner as allowable. See page 9. 

c. The Examiner has also rejected claims 37-58 under 35 U.S.C. § 1 12, first 
paragraph for failing to comply with the written description requirement in that the claims 
allegedly fail to comply with the deposit requirement rules. In particular, the Examiner 
alleges that "the applicants have deposited the organisms but there is no indication in the 
specification as to the public availability." See, page 8, third paragraph. 

Applicants preliminarily note that the subject matter directed to the amino acid 
sequence of the ADAM polypeptide encoded by the cDNA contained in IFO Accession 
No. IFO 16173 has been canceled without prejudice or disclaimer. Applicants respectfully 
retain the right to pursue the canceled subject matter in later-filed continuing applications. 

In response, Applicants' representative hereby gives the following assurance by 
signature below: 

Takeda Chemical Industries, Ltd., the assignee of the present application, has 
deposited biological material under the terms of the Budapest Treaty on the International 
Recognition of the Deposit of Micro-organisms for the Purposes of Patent Procedure with 
the following International Depository Authority: National Institute of Bioscience and 
Human Technology (NIBH), Agency of Industrial Science and Technology, now known 
as International Patent Organism Depositary (IPOD), AIST Tsukuba Central 6, 1-1, 
Higashi 1-chome, Tsukuba-shi, Ibaraki-Ken 305-8566 Japan (present address). The 
deposit was made on August 26, 1998, accepted by the NIBH (now IPOD), and given 
NIBH Accession Number FERM BP-6474. In accordance with M.P.E.P. § 2410.01 and 
37 C.F.R. § 1.808, assurance is hereby given that all restrictions on the availability to the 
public of NIBH Accession Number FERM BP-6474 will be irrevocably removed upon the 
grant of a patent based on the instant application, except as permitted under 37 C.F.R. 
§ 1.808(b). A partially redacted copy of the NIBH Receipt in the Case for an Original 
Deposit for Accession Number NEBH is enclosed herewith as Exhibit A. 
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Applicants submit that the rejections under 35 U.S.C. 112, first paragraph, have 
been overcome or obviated by the above amendments and statements. Accordingly, 
Applicants respectfully request that the Examiner reconsider and withdraw this rejection. 

II. Enablement Rejections Under 35 U.S.C. § 112, First Paragraph 

a. The Examiner has rejected claims 37-47 under 35 U.S.C. § 1 12, first 

paragraph for alleged lack of enablement. In particular, the Examiner has alleged that 

the specification fails to teach which residues other than those 
corresponding to residues 428-437 of SEQ ID NO: 15 must be incorporated 
in polypeptides of claim 37(b) and claim 39 such that they will be able to 
retain the appropriate three dimensional structure for protease activity. No 
examples of such polypeptides or residues within such polypeptides are 
provided either. Current state of the prior art indicates that 437-428=9 
polypeptides are totally incapable of retaining any function. 

See, page 7, first paragraph. 

Although Applicants do not acquiesce to the instant rejection, the subject matter 
directed to polypeptides comprising the amino acid residues 428 to 437 of SEQ ID NO: 15 
has been canceled without prejudice or disclaimer, thereby rendering the rejection of these 
claims moot. Applicants retain the right to pursue the canceled subject matter in one or 
more continuing applications. Accordingly, Applicants respectfully request that the 
Examiner reconsider and withdraw this rejection. 

b. The Examiner has also rejected claims 47-57 under 35 U.S.C. § 1 12, first 
paragraph for alleged lack of enablement. In particular, the Examiner alleges that the 
"current state of the prior art indicates that any polypeptide which happens to have at least 
90% identity to that encoding a full-length polypeptide is not necessarily capable of 
retaining the activity of said full-length polypeptide." See, page 7, paragraph 4. 

Although Applicants do not acquiesce to the instant rejection, the subject matter 
directed to 90% identity to SEQ ID NO: 15 has been amended to 95% or higher identity as 
noted in section 1(b) above. Thus, the rejection of these claims is rendered moot. 
Applicants retain the right to pursue the canceled subject matter in one or more continuing 
applications. Accordingly, Applicants respectfully request that the Examiner reconsider 
and withdraw this rejection. Applicants note that claim 47 now corresponds to subject 
matter identified by the Examiner as allowable. See page 9. 
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Conclusion 



Applicants respectfully request that the above-made remarks and amendments be 
entered and made of record in the file history of the instant application. In view of the 
foregoing remarks, Applicants believe that this application is now in condition for 
allowance, and an early notice to that effect is urged. The Examiner is invited to call the 
undersigned at the phone number provided below if any further action by Applicants 
would expedite the allowance of this application. If there are any fees due in connection 
with the filing of this paper, please charge the fees to our Deposit Account No. 08-3425. 
If a fee is required for an additional extension of time under 37 C.F.R. § 1.136, such an 
extension is requested and the fee should also be charged to our Deposit Account. 

Dated: October 27, 2004 Respectfully submitted, 




Registration No.: 46,789 
HUMAN GENOME SCIENCES, INC. 
14200 Shady Grove Road 
Rockville, Maryland 20850 
(240)314-1224 
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